United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. 


10/596,857 


01/31/2007 


Ainara Vallejo Illarramendi 


020884-000007 


1371 



24239 7590 04/10/2008 

MOORE & VAN ALLEN PLLC 
P.O. BOX 13706 

Research Triangle Park, NC 27709 



EXAMINER 



MACFARLANE, STACEY NEE 



PAPER NUMBER 



1649 



MAIL DATE 



04/10/2008 



DELIVERY MODE 



PAPER 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



\JI 1 1 Ot? n\* If SJtl OUffffffCff y 


Application No. 

10/596,857 


Applicant(s) 

ILLARRAMENDI ET AL. 


Examiner 

STACEY MACFARLANE 


Art Unit 

1649 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 
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Status 

1 )□ Responsive to communication(s) filed on . 

2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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Art Unit: 1649 

DETAILED ACTION 



Election/Restrictions 

1 . Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 

elect a single invention to which the claims must be restricted. 

Group I, claim(s) Claims 1-11, in so far as they are drawn to an in vitro method for 
detecting the presence of a demyelinating disease in an individual, stratifying disease 
according to severity or monitoring therapy comprising detecting and/or quantifying the 
DUSP6 protein and comparing the protein levels with normal reference values. 

Group II, claim(s) Claims 1-8, 12-15 and 27, in so far as they are drawn to an in vitro 
method for detecting the presence of a demyelinating disease in an individual, 
stratifying disease according to severity or monitoring therapy comprising detecting 
and/or quantifying the DUSP6 mRNA or cDNA and comparing the levels with normal 
reference values. 

Group III, claim(s) 17, drawn to an in vitro method for evaluating the efficacy of an agent 
for therapy comprising stimulating oligodendrocytes in culture and then contacting cells 
with an agent and detecting changes in DUSP6 protein expression compared to 
stimulated oligodendrocytes that have not been contacted with agent. 

Group IV, claims 19-21, in so far as they are drawn to a method for the treatment of 
demyelinating diseases comprising administration of an antibody agent that inhibits 
DUSP6 protein expression or activity. 

Group V, claims 19-21 , in so far as they are drawn to a method for the treatment of 
demyelinating diseases comprising administration of a cytotoxic agent that inhibits 
DUSP6 protein expression or activity. 

Group VI, claims 19-21 , in so far as they are drawn to a method for the treatment of 
demyelinating diseases comprising administration of a DUSP6protein antagonist 
compound that inhibits DUSP6 protein expression or activity. 
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Group VII, claim 22, in so far as it is drawn to an antisense oligonucleotide of SEQ ID 
NO: 3. 

Group VIII, claim 22, in so far as it is drawn to an antisense oligonucleotide of SEQ ID 
NO: 4. 

Group IX, claim 23 and 26, drawn to a kit comprising an antibody that specifically 
recognizes the DUSP6 protein. 

Group X, claims 24-25, drawn to a kit comprising a primer pair of SEQ ID NO: 1 and 
SEQ ID NO: 2. 

Claim 1 link(s) inventions of Groups I and II. The restriction requirement among 
the linked inventions is subject to the nonallowance of the linking claims, Claim 1 . 

Upon the indication of allowability of the linking claim(s), the restriction 
requirement as to the linked inventions shall be withdrawn and any claim(s) depending 
from or otherwise requiring all the limitations of the allowable linking claim(s) will be 
rejoined and fully examined for patentability in accordance with 37 CFR 1 .104. Claims 
that require all the limitations of an allowable linking claim will be entered as a matter of 
right if the amendment is presented prior to final rejection or allowance, whichever is 
earlier. Amendments submitted after final rejection are governed by 37 CFR 1.116; 
amendments submitted after allowance are governed by 37 CFR 1 .312. 

Applicant(s) are advised that if any claim presented in a continuation or divisional 
application is anticipated by, or includes all the limitations of the allowable linking claim, 
such claim may be subject to provisional statutory and/or nonstatutory double patenting 
rejections over the claims of the instant application. Where a restriction requirement is 
withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. In re Ziegler, 443 
F.2d 1211, 1215, 170 USPQ 1 29, 1 31 -32 (CCPA 1 971 ). See also MPEP § 804.01 . 
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The inventions listed as Groups l-X do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: the single general 
inventive concept that permeates the groups is a method comprising the detection 
and/or quantification of DUSP6 levels. The expression "special technical feature" is 
defined in Rule 13.2 as meaning those technical features that define a contribution 
which each of the inventions makes over the prior art. Whether a particular feature 
makes a contribution over the prior art, is considered with respect to novelty and 
inventive step. In the instant application, a method for detection and/or quantification of 
DUSP6 levels does not make a contribution over the prior art. The following references 
teach that multiple copies of DNA encoding DUSP6 are detected in humans with 
pancreatic cancer (Furushige et al., Genes, Chromosomes and Cancer, 19:161-169, 
1997; Furukawa et al. Cytogenet Cell Genet. 82:156-159, 1998). Since the prior art 
recites the common technical feature of Groups l-X, there is no special technical feature 
over the prior art and the application lacks Unity of Invention under PCT Rule 1 3.1 . 

Additionally, the PCT rules provide for the examination of the first claimed 
product, the first claimed method of making that product, and the first claimed method of 
using that product in one application, but do not provide for the examination of multiple 
products or unrelated methods. For example, the oligonucleotide products and kits of 
Groups Vll-X each differ in structure, biological function, and capable uses. Likewise, 
the methods of Groups l-VI use materially distinct products (protein versus nuclei acids), 
employ different method steps (The steps of Claim 1 versus the steps of Claim 17), 
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which correspond to the distinct technical features. Furthermore, the methods of 
Groups l-VI each exhibit different effects, functions and outcomes, such as in vitro 
assay or in vivo therapeutic treatments. Accordingly, Groups l-X are not so linked by 
the same or a corresponding special technical feature as to form a single general 
inventive concept. 

Species Election 

2. This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so 
linked as to form a single general inventive concept under PCT Rule 13.1 . 
The species are as follows: 

The distinct demyelinating diseases as listed in Claim 2 from the group consisting 
of multiple sclerosis, Devic's syndrome, Balo disease, Marchiafava-Bignami disease, 
central pontine myelinolysis, acute disseminated encephalomyelitis, and acute 
necrotizing hemorrhagic encephalomyelitis. These distinct species are not so linked as 
a group to form a general inventive concept within the art. The species listed above do 
not relate to a single general inventive concept under PCT Rule 13.1 because, under 
PCT Rule 13.2, the species lack the same or corresponding special technical features 
for the following reasons: The disorders represent etiologically, symptomologically and 
pathologically disease, with unique patient populations and therefore distinct subject 
matter. Methods for monitoring the stage or severity of one disease would require 
distinct methodological design and would not constitute an obvious variant upon another 
disease. 
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Applicant is required, in reply to this action, to elect a single species to which the 
claims shall be restricted if no generic claim is finally held to be allowable. The reply 
must also identify the claims readable on the elected species, including any claims 
subsequently added. An argument that a claim is allowable or that all claims are 
generic is considered non-responsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Currently, Claim 1 is generic to both Group I and Group II. 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a invention to be examined even though the requirement 
may be traversed (37 CFR 1 .143) and (ii) identification of the claims encompassing 
the elected invention. 

The election of an invention may be made with or without traverse. To reserve a 
right to petition, the election must be made with traverse. If the reply does not distinctly 
and specifically point out supposed errors in the restriction requirement, the election 
shall be treated as an election without traverse. Traversal must be presented at the time 
of election in order to be considered timely. Failure to timely traverse the requirement 
will result in the loss of right to petition under 37 CFR 1 .144. If claims are added after 
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the election, applicant must indicate which of these claims are readable on the elected 
invention. 

If claims are added after the election, applicant must indicate which of these 
claims are readable upon the elected invention. 

Should applicant traverse on the ground that the inventions are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the inventions to be obvious variants or clearly admit on the record that this is 
the case. In either instance, if the examiner finds one of the inventions unpatentable 
over the prior art, the evidence or admission may be used in a rejection under 35 U.S.C. 
1 03(a) of the other invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .17(i). 

The examiner has required restriction between product and process claims. 
Where applicant elects claims directed to the product, and the product claims are 
subsequently found allowable, withdrawn process claims that depend from or otherwise 
require all the limitations of the allowable product claim will be considered for rejoinder. 
All claims directed a nonelected process invention must require all the limitations of an 
allowable product claim for that process invention to be rejoined. 
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In the event of rejoinder, the requirement for restriction between the product 
claims and the rejoined process claims will be withdrawn, and the rejoined process 
claims will be fully examined for patentability in accordance with 37 CFR 1 .104. Thus, to 
be allowable, the rejoined claims must meet all criteria for patentability including the 
requirements of 35 U.S.C. 101, 102, 103 and 112. Until all claims to the elected product 
are found allowable, an otherwise proper restriction requirement between product 
claims and process claims may be maintained. Withdrawn process claims that are not 
commensurate in scope with an allowable product claim will not be rejoined. See MPEP 
§ 821 .04(b). Additionally, in order to retain the right to rejoinder in accordance with the 
above policy, applicant is advised that the process claims should be amended during 
prosecution to require the limitations of the product claims. Failure to do so may result 
in a loss of the right to rejoinder. Further, note that the prohibition against double 
patenting rejections of 35 U.S.C. 121 does not apply where the restriction requirement 
is withdrawn by the examiner before the patent issues. See MPEP § 804.01 . 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to STACEY MACFARLANE whose telephone number is 
(571)270-3057. The examiner can normally be reached on M,W and ALT F 7 am to 
3:30, T & R 5:30 -5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Stucker can be reached on (571 ) 272-091 1 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Stacey MacFarlane 

Examiner 

Art Unit 1649 

/Olga N. Chernyshev, Ph.D./ 
Primary Examiner, Art Unit 1649 



